


DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE

NATIONAL INSTITUTES OF HEALTH
BETHESDA, MD. 20014
AREA CODE 301 TEL: 656-4000

February 21, 1966

-Deer Sir:

Proposed regulations for the Regional Medlcal Programs asre being
cleared for publication in the Federal Register. For 30 days after
publication, suggestions and comments will be invited. Modifica.-
tions in the proposed regulations could affect the final form of
program guldelinee, Therefore, in order to allow prospective
spplicants to go forwaerd without delay in the development and
organization of informstion which willl be necessary for the
submission of an application for planning funds, we are forwarding
these tentative guldelines. We have teken this step in response

to many requests.

The law provlides for two types of grents-~planning and operational.
Guidelines for operational grants are not Included, It is antici-
pated that planning grants and operational grants will overlap in
many instances, and thet concomitant applications might be sub-
mitted, Guldelines for operational grantes will be forwarded as
soon &8 they.are completed.

. Sincerely yours,

%/M%/é’%

Robert Q, Marston, M, D.
Associate Director, NIH, and
Chief, Division of Reglonal Medical Programs

Enclosure




DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
NATIONAL INSTITUTES OF HEALTH
DIVISION OF REGIONAL MEDICAL PROGRAMS

TENTATIVE PROGRAM GUIDELINES

FOR PLANNING GRANTS

General Considerstions

Title IX of the Public Health Service Act (P.L. 89-.239), "Education,
Research, Training, and Demonstrations in the Fields of Heart Disease,
Cancer, Stroke, and Related Diseases," sets forth the purposes and
requirements for grants made under this Title. The purposes are:

"(a) Through grants, to encourage and assist in
the establishment of reglonal cooperetive arrangements
among medicel schools, research Instituticns, and hospltals
for research and training (including continuing education)
and for related demonstratlions of patient care in the fields
of heart dlsesse, cancer, stroke, and related diseases;

"(b) To afford to the medical profession and the medical
institutiong of the Nation, through such cooperastive arrange-
ments, the opportunity of making avallable to thelr patilents
the latest edvances 1n the diegnosis and treatment of these
diseases; and »

"(¢) By these means, to improve generally the health
manpower and facilities available to the Nation, and to
accomplish these ends wilthout interfering with the patterns,
or the methods of financing, of patlent care or professional
practlice, or with the sdministration of hospitals, and in
cooperation with practicing physiclans, medical center
officials, hospital administrators, and representatives
from sppropriste voluntary health agencies.”

The requirements stated in the Act are further defined and interpreted in
the regulations. The applicant for a planning grant for a Regional Medical
Progrem as authorized and supported by Title IX must comply with the re.
quirements of the law and regulations,:

NOTE: DISCRIMINATION PROHIBITED--Title VI of the Civil Rights Act of 1964
states: "No person in the United States shall, on the ground of race,
color or national origin, be excluded from participation in, be denied
the beneflts of, or be subjected to discrimination under any program
or activity receiving Federal financial assistance.” Therefore, the
grant and awaerd programs of the Public Health Service, like every
program or activity receiving financisl assistance from the Department
of Health, Education, and Welfare, must be operated in compliance
with this lsaw,




The Division of Regional Medical Programs of the National Institutes

of Health has developed these Program Guildelines to assist in the
preparation of applications for planning grants and in the subsequent
conduct of planning activities and feasibillity studies supported by

such grants, These guldelines are Intended to cover most of the
foreseeable questions and problems. However, in view of the anticipated
wide variety of needs, problems, and opportunities in different regions -
of the Natlon, 1t 1s expected that many unforeseen questions will arise.
Discusslons, conferences, and other communications with the Division

are expected and encoursaged.

Each Regional Medilcal Program should be Initlated, planned, and developed
by local cooperating agencles in accordance with local needs and oppor-
tunities, which are expected to vary widely in different regions.
Achievement of the objectives of a Regional Medlcal Program requires

that the planning and subsequent development encourage end support local
cooperative efforts, jointly developed plans, and joint implementation of
these plans.

The guidelines for the spplication for a planning grant are designed to
provide appropriate planning flexibility. The applicant is encouraged

to describe the background; participating institutions, organizations,

and advisory groups, and their current and anticipated resources; the
existing relevant activities and sources of support; and presently planned
relationships, functions, responsibilities, and activities of each of the
participants in the proposed Reglonasl Medical Progrem.

A complete and fully informative spplication will facilitate and expedite
the review of the application. When necessary in the judgment of staff
or consultants, additional information or Justificatlon may be required,
either by supplementsl documents or by conferences and visits,

Specific Requirements

 Application Form. The application must be submitted on the official form

for planmning grents for Regional Medlcel Programs and must be fully completed.
If the form does not provide sufficient space, additional, properly identi.
fied pages should be attached.

Requlred Signatures. The application must be signed by the individual
authorized to act for the applicant and to commit the applicant to comply
fully with all of the obligations specified in the terms and conditions
of the grant. The application must also be signed by the individuasl who
willl be responsible for the continuing coordinstion of activities to be
supported by the grant and other related activities,




Ellgible Applicants. The applicant may be a public or nonprofit private
university, & medical school, & research institution, or other public or
nonprofit private egency suthorized to represent the camponent groups
who propose to plan and operate a Reglonal Medical Program.

The applicant should describe the basis for his representation of the
proposed region, '

Participating Institutlons and Organizations., The proposed cooperating
institutions and organizations must be described, giving their nature,
functions, progrem, size, facilitles, staff size and composition, in-
tended role in the cooperstive program, snd other relevant information.

Reglonal Advisory Group. The individual members of the Regional Advisory
Group must be listed and identified with affiliations, where aspplicable.
The advlsory group must include practicing physicians, medical center
officials, hospltal administrators, representetives from appropriate
medical socleties, other health professions, voluntary health agencies,
and representatives of other organizations, institutions, and agencies
concerned with activities of the kind to be carried on under the program,
and members of the public femilier with the need for the services provided
under the program,

The Regional Advisory Group should participate in the planning program
from the initial steps onward., It should be actively involved in the
review and guldance and in the coordinated evaluation of the ongoing
planning functions,

The Regional Advisory Group has an advisory responsibility to the entire
Regional Medical Program including the participating institutions end
orgenizations as well as the applicant, It should be particularly con-
cerned with continuing review of the degree of relevance of the planning
activities to the objectives of the Regional Medical Progrsm and to the
effectiveness of these activities in attaining the objective of improved
patient care.

The Reglonal Advisory Groups should be constituted to encourage cooperation
emong the perticipating institutions end interested organizations., Indi-
vidusels should be chosen who will provide & broad background of experience,
ettitudes, and knowledge to give continuing advice in formilaeting and
carrying out the plan for the establishment and operation of the proposed
Reglonel Medical Program. The projected functions of the advisory group,
its planned methods of operation, and continuity of participetion must
also be glven.

Region Defined. A reglon 1s defined as a geographic area which forms an
economic and soclally related region, teking into consideration such fectors




as present and future population trends and patterns of growth; location
and extent of transportation and commnicetion facilities and systems;

and presence and distribution of educational, medical, and health facilities
and progrems. The relationships to adjoining regions should be described
including & report of communications with these regions. The extent of
expected perticipation of the potential eligible institutions or organi.
zations within the region must be described. The proposed reglon should
be functionally ccherent. It should follow, where sppropriate, existing
relationships among institutions and existing patterns of patlent referral
and contlnuing education. It should encompass & sufficilent population
base for effective planning and use of expensive and complex diasgnostic
and treatment techniques. The clearer definition of the region and its
relationships to adjacent regions should emerge from the plamning process,
which may modify the originally conceived region.

Feasibllity Studies. The purpose of feasibility studies under planning

grants 1s to allow the spplicant to underteke such activities as gathering

data to determine practicability of an idea or proposed cooperative re
letionships; exploring spproaches to determine whether it is desirable

to Incorporate them in the program; and evaluating factors which mey

1imit sound operational program development. Feasibility studies will

not be supported which are In effect premesture components of an operational
grent., They are to be distinguished from pilot projects supportable under
operational grants. A pilot project initiastes the operational phase of

a regional medical program. Feaslbility studies under these planning 7{£A)L/

grants must be related clearly to the planning function.

Plans for Interrelationships Among Research, Education, and Diasgnosis and Uﬂaj{K:
Treatment. The application should reflect the emphasis given to the #9
functional interrelationships among medical research, education, and

Improved patient care.

An gpplication for a regional medical progrem planning grant must include
specific aspects concerning the program-related education and training of
health personnel. Continulng education should receive particular emphasis
as an integral part of the total regional medical progrsm. Meritorious
programs of continulng education presented in the sbsence of, or unrelsted
to, plans for a sound regional program cannot be supported by grants under
this program. Therefore, the relationship of continuing education to
other aspects of & proposed planning activity must be described.

The application for & planning grant should also include a discussion of
the proposed relationship of ongoing research-setivities in the fields of
heart disease, cancer, stroke, or relested diseases to the other proposed
activitlies under the regional medical progrem. This discussion should
describe such research activities, present or proposed, the sources of
support or proposed sources of support, and how the applicant intends to
approach the need to meintain an effective intersction between ongoing
research activities and other aspects of a reglonal medical progrem 80




as to assure that the activities specifically directed toward the gosl
cof improved dimgnosis and treatment mey.receive.the-benefits of future

!./’( i -
Tésearch advances. 77 ’Za»gfhfﬂf —
IR P —

Program Evaluatlon, The application should include a statement of how
the applicant plans to incorporate into the planning activity a continuing
evaluation process.

Budget. Each category of proposed expenditure must be fully justified.

The justification should._indicate the relationship of the categories of
expense to the proposed planning activities. Proposed personnel positions
should be listed and the functions of these positions described in the
detail necessary to indicate the need for the positions in the planning
activity. When avallable, list the names of individuels elready identified
for a particuler position at the time of application.

Funds requested for support of contracts and consultant servieces should
be fully Jjustified In terms of the descriptions of types of activities,
the necesslty or desirasbility for the use of contracts and consultants
rather than the direct employment of personnel under the grant, and
identity of proposed contractors and consultants if known at the time
of application, Methods for maintsining fiscal accountability by the
applicant must be clearly indicated, both for funds expended by the
applicant and in those programs where funds are separsitely expended by
several participating institutions or organizations.

The initial planning grants may be for any period up to June 30, 1969.
The period of time during which grant support is requested and the pro-
Jected phasing of planning program expenditures should be indicated. '

Progress Reports. A grantee supported by a regional medical program
plenning grant is required to submit an annual progress report. The

report should contain sufficient detail to inform the reader of the

planning accomplishment with particular respeet to the objectives originally
set forth. 1In addition, grantees are encouraged to report significant
developments promptly at any time and may be required to supply other
information needed for the guldance and development of the national

program, :

Comprehensive Description., The purpose of the final section of the
application form 1s to provide all the informetion required by law and
regulations as presented in'the program guildelines for Regional Medical
Programs, including a comprehensive statement of the bgckground, nature,
present status, objectives and plans for further development of the
proposed regional medical program. This section should present the
concepts, rationale, current commitments of the participants in the joint




activity, probable roles of each of the participsnts in the coopersative
program, expected administrative structure, and plans for effective
conmunications smong the participants. Relationships to other Federsl
and nonfederal grants for planning, research, training, health services,
or facllities should be described, This Information will provide the
basls for the initial review of the application and for subsequent
review and recommendation to the Surgeon General by the National Advisory
Council on Regional Medical Programs., The applicaent should discuse the
proposed activity es an interrelated functional whole with especisl
reference to aspects expected to lead to Improved patient care through
continuing education programs and similer educational efforts. The
application should also present an estimate of the expected eventusl
effects of the Regional Medical Progrem for which the planning grant is
sought,



ADDITTONAT. SPECIFIC INFORMATION NEEDED FOR APPLICATION FORM

The spplicatlion form for Reglonal Medlcsel Progrem plamming grants 1s in
preparation and will be distributed as soon as avallable., The application
wlll require the following specific items of information in addition to
the deseriptive materlal required by the program guldelines:

Title of proposal;
Doller smount requested;
Period of time requested;

Name, title, 8ddress and other relevant deta of
person to be responsible for coordination of the
© pleanning program;

Neme, address and type of applicant;

Name, title and address of offlcial to whom checks
should be mailled;

Names and addresses of anticipated component institu-
tlons and organizations;

Definltion of proposed reglon in terms of geographic
.boundaries, govermmental units included, and popule-
tion cheracteristics;

Names, titles and addresses of advisory group;

Complete budget data presented in terms of funds
requested for personnel (by individuel positions),
consultant services, movable equlpment, supplies,
travel, publication costs, and other Items needed
by the proposed planning activity; and

The support avellable and expected for support of the
proposed planning sctivity from PHS, other Federal
agencles, and nonfederal agenciles.




